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processing, storage, labeling, pack-
aging, distribution, or donor screening 
or testing, including for each HCT/P so 
listed, the identity by established 
name and proprietary name, and the 
date of discontinuance. We request but 
do not require that you include the 
reason for discontinuance with this in-
formation. 

(3) A list of each HCT/P for which a 
notice of discontinuance was submitted 
under paragraph (c)(2) of this section 
and for which you have resumed recov-
ery, processing, storage, labeling, pack-
aging, distribution, or donor screening 
or testing, including the identity by es-
tablished name and proprietary name, 
the date of resumption, and any other 
information required by § 1271.25(b) not 
previously submitted. 

(4) Any material change in any infor-
mation previously submitted. Material 
changes include any change in informa-
tion submitted on Form FDA 3356, such 
as whether the HCT/P meets the cri-
teria set out in § 1271.10. 

§ 1271.26 When must I amend my es-
tablishment registration? 

If the ownership or location of your 
establishment changes, you must sub-
mit an amendment to registration 
within 5 days of the change. 

§ 1271.27 Will FDA assign me a reg-
istration number? 

(a) FDA will assign each location a 
permanent registration number. 

(b) FDA acceptance of an establish-
ment registration and HCT/P listing 
form does not constitute a determina-
tion that an establishment is in com-
pliance with applicable rules and regu-
lations or that the HCT/P is licensed or 
approved by FDA. 

§ 1271.37 Will establishment registra-
tions and HCT/P listings be avail-
able for inspection, and how do I 
request information on registra-
tions and listings? 

(a) A copy of the Form FDA 3356 filed 
by each establishment will be available 
for public inspection at the Office of 
Communication, Training, and Manu-
facturers Assistance (HFM–48), Center 
for Biologics Evaluation and Research, 
Food and Drug Administration, 1401 
Rockville Pike, suite 200N, Rockville, 
MD 20852–1448. In addition, there will 

be available for inspection at each of 
the Food and Drug Administration dis-
trict offices the same information for 
firms within the geographical area of 
such district office. Upon request and 
receipt of a self-addressed stamped en-
velope, verification of a registration 
number or the location of a registered 
establishment will be provided. The 
following information submitted under 
the HCT/P requirements is illustrative 
of the type of information that will be 
available for public disclosure when it 
is compiled: 

(1) A list of all HCT/P’s; 
(2) A list of all HCT/P’s manufactured 

by each establishment; 
(3) A list of all HCT/P’s discontinued; 

and 
(4) All data or information that has 

already become a matter of public 
record. 

(b) You should direct your requests 
for information regarding HCT/P estab-
lishment registrations and HCT/P list-
ings to the Office of Communication, 
Training and Manufacturers Assistance 
(HFM–48), Center for Biologics Evalua-
tion and Research, Food and Drug Ad-
ministration, 1401 Rockville Pike, suite 
200N, Rockville, MD 20852–1448. 

Subpart C—Donor Eligibility 

EFFECTIVE DATE NOTES: 1. At 69 FR 29830, 
May 25, 2004, §§ 1271.45 through 1271.90 (Sub-
part C) were added effective May 25, 2005. 

§ 1271.45 What requirements does this 
subpart contain? 

(a) General. This subpart sets out re-
quirements for determining donor eli-
gibility, including donor screening and 
testing. The requirements contained in 
this subpart are a component of cur-
rent good tissue practice (CGTP) re-
quirements. 

(b) Donor-eligibility determination re-
quired. A donor-eligibility determina-
tion, based on donor screening and 
testing for relevant communicable dis-
ease agents and diseases, is required for 
all donors of cells or tissue used in 
HCT/Ps, except as provided under 
§ 1271.90. In the case of an embryo or of 
cells derived from an embryo, a donor- 
eligibility determination is required 
for both the oocyte donor and the 
semen donor. 
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(c) Prohibition on use. An HCT/P must 
not be implanted, transplanted, in-
fused, or transferred until the donor 
has been determined to be eligible, ex-
cept as provided under §§ 1271.60(d), 
1271.65(b), and 1271.90 of this subpart. 

(d) Applicability of requirements. If you 
are an establishment that performs 
any function described in this subpart, 
you must comply with the require-
ments contained in this subpart that 
are applicable to that function. 

EFFECTIVE DATE NOTE: At 69 FR 68681, Nov. 
24, 2004, § 1271.45 was amended in paragraph 
(a) by adding a sentence after the second sen-
tence, effective May 25, 2005. For the conven-
ience of the user, the added text is set forth 
as follows: 

§ 1271.45 What requirements does this sub-
part contain? 

(a) * * * Other CGTP requirements are set 
out in subpart D of this part. 

* * * * * 

§ 1271.47 What procedures must I es-
tablish and maintain? 

(a) General. You must establish and 
maintain procedures for all steps that 
you perform in testing, screening, de-
termining donor eligibility, and com-
plying with all other requirements of 
this subpart. Establish and maintain 
means define, document (in writing or 
electronically), and implement; then 
follow, review, and as needed, revise on 
an ongoing basis. You must design 
these procedures to ensure compliance 
with the requirements of this subpart. 

(b) Review and approval. Before imple-
mentation, a responsible person must 
review and approve all procedures. 

(c) Availability. Procedures must be 
readily available to the personnel in 
the area where the operations to which 
they relate are performed, or in a near-
by area if such availability is imprac-
tical. 

(d) Departures from procedures. You 
must record and justify any departure 
from a procedure relevant to pre-
venting risks of communicable disease 
transmission at the time of its occur-
rence. You must not make available for 
distribution any HCT/P from a donor 
whose eligibility is determined under 
such a departure unless a responsible 
person has determined that the depar-
ture does not increase the risks of com-

municable disease transmission 
through the use of the HCT/P. 

(e) Standard procedures. You may 
adopt current standard procedures, 
such as those in a technical manual 
prepared by another organization, pro-
vided that you have verified that the 
procedures are consistent with and at 
least as stringent as the requirements 
of this part and appropriate for your 
operations. 

§ 1271.50 How do I determine whether 
a donor is eligible? 

(a) Determination based on screening 
and testing. If you are the establish-
ment responsible for making the donor- 
eligibility determination, you must de-
termine whether a donor is eligible 
based upon the results of donor screen-
ing in accordance with § 1271.75 and 
donor testing in accordance with 
§§ 1271.80 and 1271.85. A responsible per-
son, as defined in § 1271.3(t), must deter-
mine and document the eligibility of a 
cell or tissue donor. 

(b) Eligible donor. A donor is eligible 
under these provisions only if: 

(1) Donor screening in accordance 
with § 1271.75 indicates that the donor: 

(i) Is free from risk factors for, and 
clinical evidence of, infection due to 
relevant communicable disease agents 
and diseases; and 

(ii) Is free from communicable dis-
ease risks associated with 
xenotransplantation; and 

(2) The results of donor testing for 
relevant communicable disease agents 
in accordance with §§ 1271.80 and 1271.85 
are negative or nonreactive, except as 
provided in § 1271.80(d)(1). 

§ 1271.55 What records must accom-
pany an HCT/P after the donor-eli-
gibility determination is complete; 
and what records must I retain? 

(a) Accompanying records. Once a 
donor-eligibility determination has 
been made, the following must accom-
pany the HCT/P at all times: 

(1) A distinct identification code af-
fixed to the HCT/P container, e.g., al-
phanumeric, that relates the HCT/P to 
the donor and to all records pertaining 
to the HCT/P and, except in the case of 

VerDate Aug<04>2004 10:12 May 23, 2005 Jkt 205072 PO 00000 Frm 00733 Fmt 8010 Sfmt 8010 Y:\SGML\205072.XXX 205072


